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DETAILED ACTION 

Response to Arguments 

Applicant's arguments with respect to claims 1-48 and 80-100 have been 
considered but are moot in view of the new ground(s) of rejection. 



Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g., In re Berg, 140 
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 USPQ 
644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321 (c) or 1 .321 (d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 

Effective January 1 , 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply 
with 37 CFR 3.73(b). 

1 . Claims 1-48 and 80-100 stand provisionally rejected on the ground of 

nonstatutory obviousness-type double patenting as being unpatentable over claims 1- 

102 of copending Application No. 10/643,016 (US Patent Publication 20050043644 A1) 

in view of Park et al. (US 6,928,324). Application No. 10/643,016 claims the Applicant's 

invention except for the delivery of cardiac electrical treatment. Park et al. claims to 

employ one or more pulse generators that are capable of generating cardiac pacing 
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pulses, wherein the circuitry is responsive to the detected sleep apnea condition to 
control the one or more pulse generators to generate cardiac pulses with a timing that 
tends to terminate the detected sleep apnea condition, as set forth in claim 1 . It would 
have been obvious to one having ordinary skill in the art at the time the invention was 
made to have modified the detection device as taught by Application No. 10/643,016 to 
include the treatment as taught by Park et al., since such a modification would enable 
the patient to have treatment delivered upon the detection of an apnea event or 
precursor, and thus reduce the hiatus between detection and treatment. 
This is a provisional obviousness-type double patenting rejection. 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S. C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

1. Claims 1-48 and 80-100 are rejected under 35 U.S.C. 112, first paragraph, as 
failing to comply with the written description requirement. The claim(s) contains subject 
matter which was not described in the specification in such a way as to reasonably 
convey to one skilled in the relevant art that the inventor(s), at the time the application 
was filed, had possession of the claimed invention. The specification does not provide 
support for the recitation of "estimating an accuracy of the disordered breathing 
prediction", but does provide support for "estimating an accuracy of prediction criteria". 
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Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

1 . Claims 1 -9, 1 4-1 8, 20, 22-27, 30-45, 47-48, 80-83, 85-86, 88-96, 98 and 1 00 are 

rejected under 35 U.S.C. 103(a) as being unpatentable over Bourgeois et al. (US 

6,126,61 1 ) in view of DiLorenzo (US Patent US 6,366,813 B1). Bourgeois et al. 

discloses an apparatus for treating sleep apnea, by detecting one or more conditions 

and predicting disordered breathing and delivering stimulation. Bourgeois et al. 

discloses in col. 3, lines 51-54, "the device is arranged to sense an apnea event. In one 

embodiment a decrease in heart rate below a given threshold is taken as an indication 

of the onset of sleep apnea." Since Bourgeois et al. detects an indication of the onset of 

sleep apnea, Bourgeois et al. predicts disordered breathing. Furthermore, Bourgeois et 

al. discloses "once triggered by detection of low cardiac rate, minute ventilation or 

respiratory rate, the pacing system of the present invention would begin to pace rapidly, 

e.g. 90 bpm"(col. 3, lines 36-37) in order to provide therapy. 

Bourgeois et al. disclose the claimed invention except for the estimated 

probability, accuracy or sensitivity. DiLorenzo teaches that it is known to estimate, or 

model, of fluctuation may be based upon a combination of preset, learned, and real-time 

sensed parameters as set forth in column 42, lines 50-60, for the purpose of prediction 

of future symptomatology, cognitive and neuromotor functionality, and treatment 
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magnitude requirements. It would have been obvious to one having ordinary skill in the 
art at the time the invention was made to have modified the predictive criteria as taught 
by Bourgeois et al. with the estimation of the accuracy of predictive criteria as taught by 
DiLorenzo, in order to provide the predictable results of determine relevant data, 
prevent outliers and create accurate predictions. 

As to claims 18, 20 and 23, the modified Bourgeois et al. discloses the prediction 
and subsequent treatment of disordered breathing. Therefore, the modified Bourgeois et 
al. discloses the "disordered breathing will occur within a selected time interval from a 
time of the disordered breathing prediction". Additionally, since this prediction occurs 
during rest, the time interval occurs during the next "sleep time". 

As to claims, 41-45, "pacemaker 10 is capable of operating in various non-rate- 
responsive modes which include DDD, DDI, Wl, VOO, AOO, VDD. DVI, AAT and VVT, 
as well as corresponding rate-responsive modes of DDDR, DDIR, VVIR, VOOR and 
WTR". 

2. Claims 1 9-21 , 43-44, 46, 84 and 99 are rejected under 35 U.S.C. 1 03(a) as being 
unpatentable over the modified Bourgeois et al., as applied to claims 1 -9, 1 4-1 8, 20, 22- 
27, 30-45, 47-48, 80-83, 85-86, 88-96, 98 and 100 above. The modified Bourgeois et al. 
disclose the claimed invention except for the time interval. It would have been obvious 
to one having ordinary skill in the art at the time the invention was made to modify the 
time interval in order to provide the predictable results of modifying treatment to meet 
specific patent needs. Furthermore, it has been held that where the general conditions 
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of a claim are disclosed in the prior art, discovering the optimum or workable ranges 
involves only routine skill in the art. In reAller, 105 USPQ 233 (see MPEP 2144.05). 

As to claim 84, although the modified Bourgeois et al. does discloses the 
employment of a respiratory sensor in conjunction with the pacing system, the modified 
Bourgeois et al. does not disclose an external sensor. It would have been obvious to 
one having ordinary skill in the art at the time the invention was made to have modified 
the internal sensor as taught by the modified Bourgeois et al. with the external sensor, 
since such a modification would provide the predictable results of having a less invasive 
and can be worn or used by the sleep apnea patient only at times when the intention or 
expectation is to sleep. 

As to claims 43-44, 46 and 99, the modified Bourgeois et al. discloses the 
claimed invention except for the non-excitatory pacing. It would have been obvious to 
one having ordinary skill in the art at the time the invention was made to have modified 
the pacing therapy as taught by the modified Bourgeois et al. with the non-excitatory 
pacing, since such a modification would provide the predictable results of modifying the 
pacing therapy to meet specific patients needs. 

3. Claims 10-13 and 87 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over the modified Bourgeois et al., as applied to claims 1-9, 14-18, 20, 22-27, 30-45, 47- 
48, 80-83, 85-86, 88-96, 98 and 100 above, in view of Bardy (US 6,398,728 B1). The 
modified Bourgeois et al. discloses the claimed invention except for the non- 
physiological and medical history. Bardy teaches that it is known to input medical history 
and monitor environmental factors as set forth in column 1 , lines 33-43, since both 
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factors affect respiratory disease. It would have been obvious to one having ordinary 
skill in the art at the time the invention was made to have modified the detected data as 
taught by the modified Bourgeois et al. with the detected data as taught by Bardy in 
order to provide the predictable results of modifying treatment to meet specific patient 
needs. 

4. Claim 97 is rejected under 35 U.S.C. 103(a) as being unpatentable over the 
modified Bourgeois et al., as applied to claims 1-9, 14-18, 20, 22-27, 30-45, 47-48, 80- 
83, 85-86, 88-96, 98 and 100 above, in view of Terry, Jr. et al. (US 5,335,657). The 
modified Bourgeois et al. disclose the claimed invention except for the operation to 
conserve the life of the IMD. Terry, Jr. et al. teaches that it is known to utilize batteries 
for reliable long-lasting use in implantable devices as set forth in column 7-8, lines 58- 
64 and 44-48 respectively, for the purpose of conserve energy in an implantable device. 
It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to have modified the operation of the IMD as taught by the modified 
Bourgeois et al. with the operation to conserve the life of the IMD as taught by Terry, Jr. 
et al., since such a modification would provide the predictable results of prolonging the 
operational life of the IMD and thus reducing the need for explanation or maintenance. 
Furthermore, long-lasting batteries are conventionally used in powering implantable 
medical electronic devices. 
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Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to ALYSSA M. ALTER whose telephone number is 
(571)272-4939. The examiner can normally be reached on M-F 9am to 4pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Angela Sykes can be reached on (571) 272-4955. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/George R Evanisko/ 

Primary Examiner, Art Unit 3762 



/Alyssa M Alter/ 
Examiner 
Art Unit 3762 



